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DETAILED ACTION 

Applicants' amendments with remarks filed 02 July 2007 have been received and 
considered. 

New claims 12-20 have been added. 

Claims 1-20 are presented for examination in the merits. 

Claim Rejections - 35 USC §112 

The previous rejection under 35 U.S.C 112 first paragraph has been withdrawn in 
view of Applicants' amendments. 

The previous rejection under 35 U.S.C 112 second paragraph has been 
withdrawn in view of Applicants' amendments. 

Claim Rejections - 35 USC § 102/103 

The previous rejection under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Nogadawithana et al. has been 
withdrawn in view of Applicant's arguments. 

Claim Rejections - 35 USC § 103 

The previous rejection under 35 U.S.C. 103(a) as being unpatentable over 
Nogadawithana et al. and Demicri et al. has been withdrawn in view of Applicant's 
arguments. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-4 and 6-20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Suhajda et al. (J. Trace Elements in Medicine and Biology) in view of Schrauzer (J. 
Nutrition) and Knowles et al. (J. Dairy Science). 

Suhajda et al. teach a method of preparing a selenium-containing yeast product 
comprising cultivating Saccharomyces cerevisiae in a limited nutrient medium (i.e. . 
minimal medium) containing glucose as the only carbon source (see e.g. page 44- 
Table 1). Suhajda et al. further teach that the method results in the accumulation of 
1200-1400 pg/g of selenium in dried Saccharomyces cerevisiae (which is 1200-1400 
ppm and within the range instantly claimed). Suhajda et al. further teach that the pH 
value used was about 4 and that it increasing the pH leads to a lower selenium 
consumption and a simultaneously lower inorganic selenium content (see e.g. page 45 
- Results). Suhajda et al. also teach that the yeast were separated from the medium by 
centrifugation and were then washed, filtered and dried (see e.g. page 44- Materials 
and Methods). Suhajda et al. also teach that the selenium yeast produced was scaled 
up for paramedical use (see e.g. page 46). Consequently,, one of ordinary skill in the art 
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would reasonably conclude that pharmaceutical grade starting materials should be 
used. Suhajda et al. do not explicitly teach that the concentration of ethanol produced is 
less than one percent, however, because the other conditions for producing the 
enriched yeast are the same or very similar to those instantly claimed, the amount of 
ethanol produced would necessarily also be the same or very similar to the amount 
instantly claimed. Suhajda et al. also do not explicitly teach that the content of L- 
selenomethionine constitutes at least 55% of the total organic selenium content and that 
the content of selenium in inorganic selenium compounds does not exceed 1% of the 
total selenium content, however, as evidenced by Schrauzer, S. cerevisiae accumulate 
90% of the selenium in the form of L-selenomethionine and only trace amounts of 
organic selenium (see e.g. page 1653). Suhajda et al. do not explicitly teach that the 
method of producing selenium enriched yeast is performed using Saccharomyces 
boulardii or Saccharomyces torula or that the yeast are heat-treated or added to a food, 
drug, or dietary supplement. 

It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to prepare a selenium yeast product following the method 
instantly claimed. One of ordinary skill in the art at the time the claimed invention was 
made would have had a reasonable expectation of success in doing so based upon the 
beneficial teaching of Suhajda et al. that a very similar method had been used. Although 
Suhajda et al. teach that the amount of inorganic selenium is around 5-6%, they also 
teach that increasing the pH leads to a lower inorganic selenium concentration. 
Therefore, increasing the pH to a value higher than 4, particularly between 4 and 6, as 
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claimed, would result in a lower amount of selenium in the form of inorganic selenium. 
One of ordinary skill in the art would be motivated to use such a pH value based upon 
the guidance provided Schrauzer that selenium in the form of selenomethionine is a 
highly bioavailable form (see e.g. Schrauzer page 1654) and the well established 
knowledge that inorganic selenium (sodium selenite) is highly toxic (see e.g. Schrauzer 
page 1655). Therefore, a person of ordinary skill in the art would be motivated to 
produce a selenium yeast product with a high amount of bioavailable selenium and a 
low amount of toxic inorganic selenium in the form of sodium selenite. A person of 
ordinary skill in the art would also understand that the selenium enriched yeast product 
taught by Suhajda et al. is suitable for use as a supplement, food or drug, as Suhajda et 
al. teach that it is used for paramedical use. Furthermore, a person of ordinary skill in 
the art would understand that such a selenium enriched yeast product would be useful 
as a nutritional supplement as Schrauzer discloses the importance of selenium in 
animal nutrition and the use of selenium supplements (see e.g. page 1653- Abstract 
and page 1 655). A person of ordinary skill in the art would also understand that a 
nutritional supplement containing the selenium enriched yeast should be heat treated in 
order to kill the yeast cells. This is particularly true in light of the disclosure of Knowles 
et al. that selenized yeast used in supplements are heat treated in order to kill the yeast 
(see e.g. page 430). The adjustment of particular conventional working conditions (e.g. 
adjusting the yeast cultivation so that a particular concentration of yeast is produced or 
adding particular nutrients to the medium according to their consumption rate during 
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cultivation of the yeast) is deemed merely a matter of judicious selection and routine 
optimization which is well within the purview of the skilled artisan. 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Melenie McCormick whose telephone number is (571) 
272-8037. The examiner can normally be reached on M-F 7:30am-4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on (571) 272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Examiner 
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